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earned patent term adjustment. See 37 CFR 1.704(b). 
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2a)D This action is FINAL. 2b)E3 This action is non-final. 
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10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 

Claims 1-12 are pending and examined on the mertis. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States, 
(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-4 are rejected under 35 U.S.C. 102(e) as being anticipated by Mellor et al (WO 
03/087347). 

Claim 1 is drawn to a method for making a prognosis of disease course in a human 
patient having cancer comprising detecting infiltration of a tumor by plasmacytoid dendritic cells 
(pDC) wherein infiltration by plasmacytoid dendritic cells is prognostic of the aggressiveness 
and mortality of the cancer. Claim 2 embodies the method of claim 1, wherein said detecting 
comprises the steps of (a) obtaining a sample of a tumor from the human cancer patient; and (b) 
detecting infiltration of the tumor sample by plasmacytoid dendritic cells (pDC). Claim 3 
embodies the method of claim 2, wherein said detecting comprises testing for specific pDC 
markers. Claim 4 embodies the method of claim 3, wherein said specific pDC markers are 
selected from the group consisting of CD 123 and BDCA2. 

Mellor et al discloses aa method for assessing the relative risk of tumor progression in a 
subject, said method comprising the detection of CD 123 (claims 107-109). It is noted that the 
detection of the CD123 marker fulfills the specific embodiemtn of detection of infiltration of the 
plasmacytoid dendritic cells by an indirect means 
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Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1, 7, 8, 1 1 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lissoni et al (Journal of Biological Regulators and Homeostatic Agents, 1999, Vol. 12, pages 
213-219). 

Claim 7 embodies the method of claim 1, wherein said detecting of infiltration of a tumor 
by plasmacytoid dendritic cells (pDC) comprises testing for specific pDC markers in the 
circulating blood. Claim 8 embodies the method of claim 7, wherein the specific pDC markers 
are selected from the group consisting of CD 123 and BDCA2. 

Claim 1 1 embodies the method of claim 1, wherein the cancer is primary breast cancer. 
Claim 12 embodies the method of claim 1 1 wherein the cancer is primary invasive, non- 
metastatic breast cancer. 

Lissoni et al disclose a method for making a prognosis of a disease state comprising the 
detection of dendritic cells in the blood by means of detecting the CD 123 antigen (abstract, last 
sentence, and page 218, first column, lines 4-16). Lissoni et al disclose that metastatic patients 
had an abnormally lowpercentage of CD 123 cells (page 218, first column, lines 1-3 under the 
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heading of "Results"). Lissoni et al icnlude breast cancer pateints in the result (page 214, Table 
1) which fulfils the specific embodiemtns of claim 1 1 and 12. 

Claims 1-3, 5, 6, 1 1 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Mushinski et al (WO 03/033667). 

Claim 5 embodies the method of claim 2, wherein said detecting comprises testing for 
secondary pDC markers. Claim 6 embodies the method of claim 5, wherein said secondary pDC 
markers are selected from the group consisting of type 1 IFN and MXA. 

Mushinski et al teach method of assessing the metastatic potential of a cancer by 
obtaining a sample of the cancer, determining the level of Mx, in the sample, and assessing the 
metastatic potential of the cancer by comparing the level of Mx with a control (page 3, lines 3-6 
and claim 3) Mushinski et al teach that Mx includes MxA (page 6, last line). Mushinski et al 
teach that cancer cells expressing MxA have a reduced metastatic potential as compared to 
cancer cells that do not express MxA (page 34, paragraph 0092). Mushinski et al teach that the 
method can be used to determine breast cancer progression (page 6, lines 4-5). 

It would have been prima facie obvious at the time that the claimed invetion was made to 
make a progrnosis of a disease course, wherein said disease was cancer or specifically breast 
cancer by detemring the metastatic potential of said cells by assaying for MxA. One of skill in 
the art would have beenmotivated to do so by the teachings of Mushinski et al regarding the 
realtionship between the expression of MxA and metastatic potential in cancer cells. One of skill 
in the art would understand that a patient harboring cells with increased metastatic potential has a 
poor prognosis relating to disease progression. 

Claims 9 and 10 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen A. Canella whose telephone number is (571)272-0828. 
The examiner can normally be reached on 10-6:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on (571)272-0832. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Karen A. Canella, Ph.D. 



8/6/2006 
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